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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 CFR 
1 .17(e), was filed in this application after final rejection. Since this application is eligible for continued 
examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. Applicant's 
submission filed on 12/22/06 has been entered. 

2. Claims 162-256 are pending. 

3. In light of applicants’ cancellation of previously pending claims (claims 106-159 and 161), the 
rejections set forth in the previous office action mailed 4/24/06 have been withdrawn. 

4. Applicant’s claim for domestic priority under 35. U.S.C. 1 19(e) is acknowledged. 

It is noted, however, that the transcutaneous immunization has not been supported in the parent 
application 08/749,164 filed on 1 1/14/96. 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

6. Claims 194-225 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a New Matter rejection for the following reasons: 

The specification and the claims as originally filed do not provide a written description for a method for 
inducing an antigenic-specific immune response in a subject “ concurrently ” treating and applying 
formulation as in claim 194. Applicant’s provision of written support in claim 107 does not constitute the 
written support the limitation because the originally filed claims (as in preliminary amendment filed on 
3/3/04) and the specification did not disclose such limitations. 
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7. The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 
F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome an 
actual or provisional rejection based on a nonstatutory double patenting ground provided the conflicting 
application or patent is shown to be commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

8. Claims 162-193 and 226-256 are rejected under the judicially created doctrine of double 
patenting over pending claims 1-16 of U.S.Pat. No. 7,037,499 Bl. 

Although the conflicting claims are not identical, they are not patentably distinct from each other because 
both sets of claims encompass a method of inducing immune response by applying a formulation 
comprising an antigen and an adjuvant to pretreated skin via various means including chemical, physical 
or mechanical and in a patch. In addition, both sets of claims encompass the antigen being bacteria, virus, 
fungus, parasite, carbohydrate, glycolipid, glycoprotein, or polypeptide and the adjuvant being toxoid, 
exotoxin, ADP-ribosylating exotoxin, cholera toxin, LT or DT. 

9. Claims 194-225 are rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-16 of U.S. Patent No, 7,037,499 Bl in view of U.S. Pat. No.4,865,848. 

The ‘499 patent does not teach a concurrent application of pretreating and formulation in a method to 
enhance an antigen specific immune response. 
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However, the ‘848 patent teaches the concurrent delivery of a drug in the presence of pretreating agent 
(such as permeation enhancer)(col. 1, lines 34-54, in particular) to improve delivery of drug (col. 3, line 
63- col. 4, line 20, in particular) by enhancing permeability of skin. 

k 

Therefore, it would have been obvious to one of the ordinary skill in the art at the time the invention was 
made to concurrently apply pretreating and the immunogenic formulation as taught by the ‘848 patent in a 
method to induce an antigen specific immune response as disclosed by the ‘499 patent. 

One of ordinary skill in the art at the time the invention was made would have been motivated to do so 
because the ‘848 patent teaches that the concurrent application of pretreating improves drug delivery by 
enhancing permeability of skin (col. 3-4, in particular). 

10. No claims are allowable. 

1 1 . Any inquiry concerning this communication or earlier communications from the examiner should ‘ 
be directed to Yunsoo Kim whose telephone number is 571-272-3176. The examiner can normally be 
reached on Monday thru Friday 8:30 - 5:00PM.If attempts to reach the examiner by telephone are 
unsuccessful, the examiner’s supervisor, Christina Chan can be reached on 571-272-0841 . The fax phone 
number for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Yunsoo Kim 
Patent Examiner 
Technology Center 1600 
March 14, 2007 
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